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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces

PURPOSE -

The purpose of this.study Is to evaliiale the virucldal efficacy of a'test suhstance for regislralion of a prodycl as a
viruclde, The lest procedure Is to simulate the way In which the product is Intended to be used. This faethod Is In
complianee with lhe requlfements of and may'be submilled to, ane or more of the following agencies as indicatéd by
the Sponsor: U.S. Environmenlal Proteclion Agency (EPA), Health Canada and Australian Therapeulic ‘Goods

Adminlstration (TGA).

TEST SUBSTANCE CHARACTEBIZAT.IOH )
Accarding lo.40 CFR, Part 160, Subpart F [160.105] tes! substance characterlzalion as to identity, strenglh, purity,

solubllity and camposillon, as applicable, shall be documented before lls Use In this study, The stabliily of he lest
substance shall be delermined prior lo or concurre nily with (his study. Partinerit information, which tay affect llie
outcome of this study, shall be communicated In writing to the Study Director upon sample submission to ‘Accuratus
Lab Services. Accuratus Lab Services will append Sponsor-provided Certificates of Analysis (C of A) to this study
report, If requested and supplied. Charactetization and stability studies not performed following GLP regulations

will be noted in the Good Laboralory Practice compliance statement.

SCﬂEDULING AND DISCLAIMER OF WARRANTY

Experimentalstart dates are generally scheduled on a firsl-comefirst-serve basis once Accuralus Lab Services recelves
\ha Spansor approvedicompleted protocol, signed fee schedule and corresponding test substance(s). Based on all
required materials belng received gt this ime, the proposed experimental start date Is September 24, 2018. Verbal
resulls may be given tipon completion ofthe sludy wilh & written report to follow on the proposed completion date of
Oclober 22, 2018, Toexpedite scheduling, please be sure all required paperwork and test substance documentation

is completelaccurate upon arrival at Accuratus Lab Services.

If a test must be repeated, or a portion of It, because of fallure by Accuratus Lab Services to adhere to speclfied
procedures, it will be‘rgpeated free of charge. Ifa test must be repeated, or a portion of it, due to fallure of Internal
controls, It will be repeated free of charge. "Methods Development® fees shall be assessed, however, if the test
substance andfor test system require modifications due to complexity and difficulty of testing.

If the Sponsor requests a repeat test, they will be charged for an additional test.

Nelther the name of Accuratus Lab Services nor any of its employees are to be used in advertising or other promotion
without written consent from Accuratus Lab Services.

The Sponsor s résponsible for any rejection of the final reporl by the regulalory agency of lls submission concerning
report format, pagination, etc, To prévent rejeclion, Sponsor should carefully review the Accuratus Lab Services
final repgrt and nolify Accuralus Lab Services of any percelved deficlendles In ihese areas before submission of the
report to the regulatory agency, Aceuratus Lab Services will make reasonable chariges deemed necessary by the

Sponsor; without altering the technical data.

JUSTIFICATION FOR SELECTION OF THETEST SYSTEM . .

Regulalofy agericies reqylre {hat a specific virucidal clalm’for a disinfectant litended for use on hard surfaces bé
supported by appraplatg sclentiflc data demonstrating the efiicacy.of the test substance agalnst the claimed virus.
Each agency-will accept adequale dala generaled by-any appropriaté technique In support of a virucldal efficacy
claim, This is accomplished by treating the target virus wilh the dislnfectant (test substance) uridet condilions,
which simulate as clasely as possible, In the laboratory, {he.actual conditions under which the. disinfectant Is
deslgned to be used. For disinfegtant producls intended for-use on fard surfaces (dry, inanimate environmental
surfaces), a carrier method is used n the generafion ‘'of the supporting virologlcal data, The MDCK cell line, which

supporls the growth of the Influenza B virus, will be used in this study. The experimental design In this protacol
meets these requirements.
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TEST PRINCIPLE

Afilm of virus, dried on a glass surface, is exposed fo the test substance for a specified exposure time. At the end
of the exposure time, the virucidal and cytotoxic actlvities are removed from the virus-test substance mixture, and
the mixture is assayed for viral infectivity by an accepted assay method. Appropriate virus, test substance

cytotoxicity, and neutralization controls are run conourrently.

STUDY DESIGN
Dried virus films will be prepared In parallel and used as follows:

The approptiate number of films for each batch of test substance assayed per exposure time requested.

The appropriate number of films for virus control titration (titer of virus after drying) per exposure time requested.

The Inoculated carriers are exposed to the test substance for the Spensor specified exposure time, At the end of
the specifled exposure time, resuspended virus-test substance mixtures will be detoxified and made non-virucldal
by Immediately addlng the contents to a Sephadex gel fillration column followed by 10-fold serlal dilutions In test
medium. Each dilution Is inoculated Inta Indicator cell culliires, The resuspended virus control film and each batch
of test substance alone will be treated in exactly the same manner, For analysis of Infectivity, cultures will be held
for the appropriate incubatlon period at the end of which time cultures will be scored for the presence of the test
virus. Cultures will be monitored at that time for cell viabillty. Uninfected indicator cell cultures will be carried in
paraliel and similarly monitored. For analysis of cytotoxicity, the viakility of cultures inoculated with dilutlons of each
fest and cytotoxiclty control will be determined. In addition to the above titrations for iifectivity and éylotoxicily, the
residual virucidal activily of the test substance after neutralization will be determined by adding a low titer.of stock
virus to each dilution of the test substance (cytotoxicity control dilutions). The resulting mixtures of dilutions are
assayed for Infectivity In order to determine the dilution(s) of test substance at which virucidal activity, If any, is

retained.

VIRUS

The BiHong Kong/5/72 strain of Influenza B virus to be used for this study was obtained from the American Type
Culture Collection, Manassas, VA (ATCC VR-828). Stock virus Is prepared by collecting the supernatant culture
fluld from 75-100% infected culture cells, The cells are disrupted and cell debris removed by centrifugation. The
-supernalant Is removed, aliquoted, and the high fiter stock viris may be stoied at < -70°C upil the day of use.

Alternale methads of viral propagation may be ulilized based on the growih Tequirements of the virus,

The

propagation method will be specified in the raw dafa and in the report. On the day of use the -appropriate number
of aliquots are removed, thawad, combined (if applicable) and malntained at a refrigerated temperature until used
in the assay. Note: If the Sponsor requests an organic soll load challenge, fetal bovine serum (FBS) or the
requested organic soll will be Incorporated into the stack virus allguot. The stock virus allquot will be adjusted to

yield the percent organic soll load requested.

INDICATOR.CELL CULTURES

Cultares of MDCK (canine kidney) cells were originally obtained from the American Type Culture Collection, Manassas,
VA (ATCC CCL-34). The cells are propagated by Accuratus Lab Services personnel. The cells are seeded Into
muitiwell cell culture plates and maintained at 36-38°C In a humidified atmosphere of 6-7% CO2. The confluency of ihe
cells will be appropriate for the test virus. MDCK celis obtained from an alternate, reputable source may be used. The

source of the cells will be specified In the final report.

All cell culture documentation s retained for the cell cultures used In this assay with respect to source, passage number,

grawth characteristics, seeding densitles and the general condition of the cells.
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JEST MEDIUM

The test mediim used for this assay is Minimum Essential Medlum (MEM) supplemented with 0-10% (v/v) heat
inactlvated fetal boving serum. The medium may also be supplemented with one or more of the following: 10 pg/mL
gentamicin, 100 unltsfmL penlciliin, 2.5 pg/mL amphotericin B, 1.0-2,0 mM L-glutamine, and 0,6 — 6 pg/mL trypsin. The
composition of the test medium may be altered based on the virus andlor gells. The composition of the medium will be

specified in the raw data and in the report.

PREPARATION OF TEST SUBSTANCE

The dilulion of testsubstancé(s) will be used as recommended by the Sponsor. The product will be pre-equllibrated
to the desired test temperature If applicable.

PREPARATION OF VIRUS FILMS
Fllms of virus will be prepared by spreading 200 pl. of virus inoculum uniformly over the bottom of the appropriate

number of 100 X 15 mm sterile glass petrl dishes {without touching the sides of the petrl dish). The virus will be air-
dried at 10°C-30°C until visibly dry (220 minutes). A callbrated timer will be used for timing the drylng. The drying
conditlons (temperature and humidity) will be appropriate for the test virus for the purpose of obtalning maximum
survlval following drylng. The actual drying conditions, drylng time and calibrated timer used will be clearly
documented.

One dried virus film per batch of test substance will be assayed unless otherwlse requested.

TEST METHOD

Preparation of Sephadex Gel Filtration Columns

To reduce the cytotoxic level of the virus-test substance mixture prior to assay of virus, and/or to reduce the virucldal
level of the test substance, virus Is separated from the test substance by filtration through Sephadex gel. The type of
Sephatex used will be specilied In the final report, On the day of tesiing, Sephadex columns are prepared by
centifuging the prepared Séphadex gel in sterlle syringes for three minutes to clear the void volume, The columns are
now ready to be used In the assay.

[npuit Virus Contol
On the day of testing, the stock virus utilized In the assay will be titered by 10-fold serlal dilution and assayed for
infectivily lo determine the starting iiter of the virus. The results of this control are for informational purposes only.

Treatment of Virus Films with the Test Substance

For each batch of test substance assayed, the appropriate number of drled virus films are Individually exposed to a
2.0 mL aliquot of the use dilution of the test substance (Ilquld protiucts), arto e amourit of spray jeledsed under use
conditions (spray praducts) and held covered for the specified exposure lime(s) and temperalure. A callbrated tirier
will be used for fiming the exposure. The actual temperature will be fecorded. Jugl prior lo he end of the exposure
time, the plates are indlvidually scraped with a gell 'séraper to resuspend the contents and at the end of the exposure
time the virus-test substance mixtures are Immediately pagsed through individual Sephadex columns utllizing the
syringe plunger in oider to detoxify lhe mixture. The fiirale (10 dillution) Is then titered by serial dilutlon and assayed
for infectivity ard/dr cytdtoxiclly, “To furlhet ald In the remaving of the oytoto ¢ effects of The test substance to the
Indicator cell cultures, Individual dilullonis may be passed thitough additional individual Seéphadex columns.

Treatment of Dried Virus Control Film ‘

The approprlate number of virus films are prepared as desciibed previously for each exposure lime assayed: The virus
contral fims are run In parallel to the test virus but a 2.0 mk aliquot of test medium Is added In lleu of thé lest substance.
The virus control films are held coverad and exposed to the {est medium for the same exposure time afid atlhe same
exposure temperalure as the test filis are exposed to the test substance. A calibrated Umer will be used for iming the
exposure and the aglual temperature will'be recorded. Just prior to the end of the expasure ime, the virus fllms are
Individually scraped as previously described and athe end of {he exposure lime the mixiurés are Immedialely passed
{hfough Individual Sephadex columns ulliizing the syringe plunger. The filirsite: (10 ditulion) Is 1hen ftitered by serfal
‘dilution and assayed for Infeotivily. If addllional Sephadlex columns were used lo further reduce the cytotoxic effects in
the test substance assay, the same dilutions of the virus control will be passed through additional Individual Sephadex

columns.
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Cytotoxicily Control ) o

A2.0mL aliquol of gach batch of tesl substance {liquid products) or the amount of the test substance recovered
whéh sprayed onito a stéille pelrl dish (spray praducis), Is filtered through a Sephadex column utllizing the syringe
plunger and the. fllirate is “diluted serldlly i 'medium: and inoculated into cell cultures for assay of cytotoxicity
concurrently with the virus control aind test substarice-lreated virus samples. For spray products, the cytotoxicity
control will be held covered far fhe longest requesled exposure time at the requested exposure leniperature. A

calibrated timer will be used for timing the exposure. If additional Sephadex columns were used to furlherréduce the
cytotoxic effects In the test substance assay, the same dilutions of the cytotoxiclty control will be passed through

additlanal individual Sephadex columns.

Assay of Non-Virucidal Level of Test Substance (Neutralization Control)

Each dilution of the neutralized test substance {cytotoxicity conlrol dilutions) will be challenged with an aliquot of low
{lter stock virus to determine the dilution(s) of test substance at which virugldal activity, if any, 1s retained. Dilutions that
show virucidal activity will not be considered In determining reduction of the virus by the test substance.

Using (he oylotoxicity control dilutions prepared abové, an additional set of Indiater cell cuitures will be Inoculated
With'a 100 L aliguot of each dijution in quadroplicate. A 100 L aliquot of low liter stock virus will be Ingcilated
Inlo each céll culturé well and the Indlcator cell cullures will be incubated along with the test and virus control plales.

Infectivity Assays
The MDCK cell line, which exhibits cytopathic effect (CPE) In the presence of Influenza B virus, will be used as the

indlcator cell line in the Infectivity assays. Cells in multiwell culture dishes will be inoculated in quadruplicate with
100 4L of the dilutions prepared from test and control groups. The input virus control will be inoculated In duplicate.
Uninfected indicator cell cultures (cell controls) will be Inoculated with test medium alone. The cultures are
Incubated at 36-38°C In a humidifled atmosphere of §-7% COz In sterlle disposable cell culture labware for
approximately seven'days. Periodically throughout the incubation time the cultures will be microscopleally ohserved
for the absence or presence of CPE, eylatoxicily and forviabilily. The observations will be recorded on the raw data
worksheels; only the results from the final ohservallons will be repdrtéd.

ATA ANALYSIS
Calculation of Titers

Viral and cytotoxiclty fiters will be expressed as -logto of the 50 percent titration endpoint for Infectivity (TCIDsa) or
cytotoxicity (TCDso), respectively, as calculated by the method of Spearman Karber.

- Logof 1st dilutioninoculated — [{[Sum of Yomartality at ¢ach dilution ] = 0.5] % (logarithm of dilution)]

100

Calculation of Log Reduction
Dried Virus Gonlrol Lagi TCIDso — Test Substance Logio TCIDso = Log Reduction

If multiple dried virus control replicates-are performed, the average titer of the replicates will be calculated and the
average titer will be used to calculate the log reduction In viral titer of the Indlvidual test replicates.
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PROGEDURE FOR IDENTIFICATION OF THE TEST SYSTEM

The speclalized viricidal tesling sectlon of Agduralus Lab Seivices maintains Standard Operating Procedures
(SOPs) relative to virucidal efficacy testing studies. Virucidal efficacy testing is performed In strict adherence to
these SOPs which have been constructed to cover all aspects of the work including, but not limited to, receipt, log-
In, and tracking of biologlcal reagents including virus and cell stocks for purposes of Identification, recelpt and use
of chemical reagents Including cell culture medium components, ete, These procedures are designed to document
each step of virucldal efficacy testing studies. Appropriate references to medium, batch number, etc. are

documented In the raw data collected during the course of each study.

Additionally, each virucidal efficacy test is assigned a unique Project Number when the Study Director Inltlates the
protocol for the study. This numberis used for [dentlfication of the test culture plates, ete. during the course of the
test. Test cullure plates are also labeled with reference to the test virus, experimental start date, and test product.

These measures are designed to document the identity of the test system,

METHOD EOR CONTROL OF BIAS: N/A
:STUDY ACCEPTANCE GRITERIA

Only the applicable acceptance criteria and references for the regulatory agency reviewing the data will be included

in the final report.
U.S. EPA, Health Canada, and Australian TGA Submission

A valid test requires 1) that at least 4 logie of infectivity be recovered from the dried virus control film; 2) that when
cytotoxicity Is evident, at least a 3-log reduction In titer Is demonstrated beyond the cytotoxic level; 3) that the cell
controls be negative for Infectivily. If any of the previous requirements are not met, the test may be repeated under
the current protocol number, Note: An efficaclous product must demonstrate complete inactivation of the virus at

all dilutlons.

If the test substance falls to meet the test acceptance criteria and the dried virus control fails to meet the control
acceptance criteria, the study is considered valid and no repeat testing Is necessary, unless requested by the

Sponsaor.

If any portion of the protocol Is executed Incorrectly warranting repeat testing, the test may be repeated under the

current protocol number.

FINAL REPORT

The report will [nglude, but not be limited to, Identification of the sample and date recelved, dates on which the test
was Initiated and completed, identification of the virus strain used and composition of the Inoculum, description of
cells, medium and reagents, description of the methods employed, tabulated results, calculated fiters for Infectivity
and cytotoxicity, and a cancluslon as It relates to the purpose of the test. A draft report may be requested by the
Sponsar, The final report will be prepared onge the Sponsor has reviewed the draft repart and notifled the Study

Director to complete the study.

PROTOCOL CHANGES

If It becomes necessary to make changes in the approved protocol, the revislon and reasons for change will be
documented, reported to the Spansor and will become a part of the permanent file for that study. Simillarty, the Sponsor
will be notlfied as soon as possible whenever an event occurs that may have an effect on the validity of the study.

TEST SUBSTANCE RETENTION

Test substance retenllon shall bé the responsibility of the Sponsor. Unused test substance will be discarded

following study completion unless otherwise requested.

»
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RECORD RETENTION

A A

Study Specific Documents

All of the orlginal raw data developed exclusively for this study shall ba archived at Accuratus Lab Services for a
rinimum of five years for GLP studies or a minimum of six months for all other studies following the study completion
date. After this time, the Sponsor (or the Sponsor Representatlve, if applicable) will be contacted to determlne the
final disposition. These original data include, but are not limited to, the following:

1

Noo hed

All handwritten raw data for control and test substances including, but not limited to, notebooks, data

forms and calculations.

Any protocol amendments/deviation notifications.

All measured data used In formulating the final report,
Memoranda, speclifications, and other study specific correspondence relating to interpretation and
evaluation of data, other than these documents contained in the final study report.

Orlginal signed protocol,

Certified copy of the final study report.

Study-specific SOP devlations made during the study.

The following records shall also be archived at Accuralus Lab Services. These documents include, but are not
limited to, the following:

Faclility Specific Documents
\

Dot

opw

6.

SOPs which pertain to the study conducted.

Non study-specific SOP deviations made during the course of this study, which may affect the results
obtalned during this study.

Methods which were used or referenced In the study conducted.

QA reports for each QA inspection with comments.

Faclity Records: Temperature Logs (amblent, incubator, etc)), Instrument Logs, Callbration and

Maintenance Records,
Current curriculurn vitae, fralning records, and job desoriptions for all personnel [nvolved in the study.

ROPOSED STATISTICAL METHODS: NIA
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B o STUDY ]NFQRMATION .
(Al blank seclions are vailied by.the Sponsar or Spensor Representativa as linked fo thelr slgnaldire, unless dtharvise notad.)
Test Substance Name - - ) —— | LotiBatch Numbet
Project Mao & Cheesa - GLP-Efficacy Testing, e0042-188 o Batoh 2250-08
Project Mac & Cheese - GLP-Efficacy Testind, 80042-196 & % ‘Batch 2260-08 .. e
Testing at thelower certified limit (LGL) for ihe hardest-to-kilf virus on your label Is requlired for reglistratlon.

Product Description
4 Quaternary ammeonia O Peracetic acid 0O Sodlum hypochlorite
0 lodophor a Peroxide Q Other.

Approximate Test Substance Active Concentration (upon submission to Accuratus Lab Services):

0.912% ;
(This value Is used for neutralizafion planning only. This value is not infended to represent characterizatlon valies.)

¥/ Room Temperature a None known: Use Standard Precautions
a 2-8°C ™ Materlal Safety Data Shest, Altached for each product
[ Other a As Follows:

|
} Storage Conditlons Hazards
|

Product Preparation

O No dilution required, Use as recelved (RTU)
@ *Dilutlon(s) to be tested: 2 MM Yaasenl %

1:63 93 defined as S7Fmk +_. ~—40693mb N\

(example: 1 oz/gallon) {amount of test substance)  (amount of diluent) i
O Delonized Water (Filter or Autoclave Sterilized)
O Tap Water (Filter or Autoclave Sterllized) - All tap water is softened; the water hardness far the batch of tap

water used will be determined and reported.
7l AOAC Synthetic Hard Water: 400  PPM
QO Other. .
*Note: An equivalent djlution may he made unless otherwise requested by the Sponsor.

| Test Virus: __.Influenza B virus

| Exposure Time: & minutes

Exposure Temperature: ¥ Room temperature (to be based on regulatory agency of submission)
Q Ofher;. °C (please speclfy range)

Directlons for appllcation of aerosolispray products:
M Spray Instructions are not applicable.

Trigger spray application:
O Spray carlers using 3 sprays, or until thoroughly wet, at a distance of 6 to 8 inches,
0O Spray carriers using sprays at a distance of to Inches/cm. (clrcle one)

Aerosol spray appllcation:
Q Spray carriers for seconds, or untll thoroughly wet, at a distance of to inchesfom,

Organic Soll Load
0 1% fetal bovine serum (minimum level that can be tested)
171 5% fetal bovine serum
Q Other,

Number of Carrlers to be Tested
[l One (typlcal for U.S. EPA submission)
Q Five (required for broad-spectrum virucldal claims for Health Canada submission)

@) DMk 1 1033 D S Se A0VF
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SPRAY BOTTLES USED IN TESTING (section ‘only applicable for spray praducts ‘

To ensure expaclad levels of product are delivered, il Is tacommended thal the Sponsor provide: the spray botfles

.Lged in tesling, Please Indicate the deslred soutce of the sprayer bollles. used In tasling:

O Sprayer(s) and botlla(s) are provided by the Sponsor

O Ganetal purpose spray botlla(s) ara {6 be provided by Accuratus Lab Services

O The spray nozzle(s) are provided by the‘Sponsor and gerieral purpose bottle(s) will be provided by Accuratus
Lab Services

REGULATORY AGENCY(S) TH

M US.EPA

O Health Canada

O Therapeutlc Goods Administration (Australlan TGA)

O Not applicable - For internal/other use only (Efficacy result will be based on U.S, EPA requirements)

COMPLIANCE

Study to be performed under EPA Good Laboratory Practice regulations (40 GFR Part 160) and In accordance fo
standard operating procedures.

A Yes

O No (Non-GLP or Development Study)

PROTOCOL MODIFICATIONS
l?ﬂ Approved withoul médification
Approved with modiflcation. ‘ > :
A draft report wiil be submlited for Spansor ravi priar to finali ~yesy: r\hﬁc.(‘\
A< Omerm, oA ST 99« et

PROTOCOL ATTAGHMENTS
Supplemental Inforimalion Form Aftached - B Yes 0 No

TEST SUBSTANCE SHIPMENT STATUS

(This sacflon Is for informationial purposes anly.)

[ Test Substance Is already present at-Accuralus Leb Services.

O Test Substance has been or will he shipped to Accuratus Lab Services.
" Date of expected recelpt at Accuratus Lab Services; -

O Test Substance to be hand-delivered (must arrlve by noon at least oné day prior to testing or other
arrangements made with the Study director).

TESTING FAGILITY MANAGEMENT VERIFICATION QOF 40 CFR P

Identlty, strength, purlty, and uniformity, as applicable, of the test lots has been or wlll be completed prior to effloacy
testing; B Yes T No* O Not required, Non-GLP testing requested

If yes, testing was or will be performed following 40 GFR Part 160 GLP regulations: E Yes 01 No*

AT AY REVIEW DAT

ART 160 SUBPART B (160.31(D}

Opllonal Information to complete as applicable;
® A Cerlificate of Analysis (C of A) may be provided for each lot of test substance, If provided, the

G of A will be appended to the report.
i Testing has been or will be conducted under protocol or study #.

_REK01080118.CHR..

Stabllity testing of the formulation has been or will be completed prior to or concurrent with efficacy testing:
Hl Yes O No* 1 Not required, Non-GLP testing roquested .

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulations: ¥ Yes Q No*

te s applicable:
O Testing has been.or will be conducted under protacol or study #:

*If testing information Is not provided or is not performed following GLP ragulations, this will be Indloated In the GLP
compllance statement of the final report.
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PROPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS
LAB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURFOSE
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES.

APPROVAL SIGNATURES
SPONSOR:

NAME: Ms. KellyWhitehead . TITLE; Ro_asaamh.Assoc'[éte

oare, DS Sl QO

SIGNATURE: MOMA L—‘\r\\e%gg\

PHONE:__ {(2(i1) 476 - 7766

For confidentiality purposes, study information will be released only to the sponsot/reprasentative sighing the
protocol (above) unless other Individuals are speclfically authorlzed in writing to receive study Information,

Other Individuals authorized to receive information regarding this study: 0 See Altached

Accuratus Lab Services:

NAME: _ Moy 5. M \\,Q;

Study Director

SIGNATURE: ) an, Q). 4\{\,(M~ pate._ 16 (&
s ﬂ Stddy Director
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